
On hne 24,200 1 ̂1 exactly four months ago, Americans Bfood Centers expressed before this 
ittee its cu~c~rns about the impact that donor deferraf psficies desjgn~d to address the theur~t~ca~ risk 

~~tra~srn~ss~~n ofvCJD by transfusion of Hood and btoad products c~,uXd have OIZ 8~1. aheady limited blood 
s~~~~~y* At the end of Augusts FDA issued its Draft Guidance recommending that ~nd~v~d~a~s who !ived 3 
moBths or more in the United Kingdom and 5 years or mire in the remainder ~f~uro~~ be deferred from 
donating blood. FDA also recommended ~rn~~crne~tat~~~ afthe expanded UK. deferral policy in May ~~~~ 
and the ~an-~ur~~~a~ deferral policy in October ~~~~. It has been estimated that these rn~a~ur~s wili reduce 
the donm base by as much as 5%. 

ABC is s~brn~~~ng cumme~ts on the draft guidance. These comments address ~~era~~~~a~ issues and do 
not after the spirit afthe guidance. The most ~rn~~~a~t issues raised in the comments are the 
a) We asked that CBER eliminate rec~~~rncndat~Qns to retr~eve/quarant estruy al) jr?-d&e ducts fixlm 

donors with classical CJD because the transmission of CJD by blu.ad bload products is ikely. 
b) We urged CBER ta modify the proposed donor questions to assure s city, darity and better donor 

c~rn~reh~ns~~~. 
c) ~~na~~y~ expressing majar concerns about the c~rn~~~xity oftw~ irn~~~rnentat~~~ dates, ABC asked that 

~~crne~ted on a single date: October 3 1,2002. A single irn~~eme~t~t~~~ date in 
October 2002 would ensure that educatian for donors and b&d center staff, tra~~~~g~ ~~t~rature~ donor 

cards, and standard operating procedures would nut have to be revised twisse within a short 
period of time. 

e&m strongly believe that F ade a diligent effort ta bananas safety and 
e of the 74 member centers in the United States plan tu irn~~eme~t the F 

e ABC member center plans ta follow the Red Cross deferraf strategy. Over 99% 
of the afmust 7 rni~~j~n ABC calfections will be performed according to the ~~A-recommended criteria, 
ABC members want to reaffirm their support af FDA as the agency responsible for setting national bXood 
safety We strongty disagree with the mure restrictive approach adopted by the American Red 
Cross ause it may reduce the durrr;>r base by 8-9% w~t~~~t the benefit of additional protection. 130th the 
FZ)A algorithm and the ARC algorithm achieve statistically identica! protection from theoretical risk. The 
d~ffere~ce~and it is an irn~~~ant difference-is in the donor loss. 



sday, September 11, 
As we prepared o otential of major blood shu~ages associated with the 

pre~aL~t~ona~~ d~ferrals~ our lives chang Less than an hour after three airplanes ~~~jaeked by te~orists 
crashed into the World Trade Center in w York City and the pentagon in A~i~ngton, Virginia, t 
Americans donated brood in ~nt~~~~at~o the needs ofs~~rv~v~rs. Bfsod centers suon were over 

e. By late Wednesdays Mood centers’ refrigerators were full, their s~~exlta~sted~ and their 
with all their needs for days to come. 
hours of the attack, concertos about the availability of blood and brood products turned into 

~or~cef~s abu~t exce Go~le~tio~s~ o~~tdates~ and potential shortages in the weeks ahead because many donors 
s~hedll~~d tu give in e Corning weeks had responded to the current c;risis. ~rag~~al~y, the need for blood was 

pared with the ~~orrn~ty of the attack. The New York Bfood Center, a member of A 
Blood centers that provi most of the bfosd used in Greater New York City, distributed only 600 
add~ti~~a~ units of red bl cells itt tlte 24 hstrrs that fo~~uwed the attack or an increase of 20% over their 
usual daily distribution. ~~t~rnate~y~ more than a quarter of a rn~~~~o~ people ~~~~,~~4~ donated blood to ABC 

lesday, ~e~t~rnber 1 I trough midday, ~~~ternbe~ 16. Qverall, this represents nearly 3 times 
these centers would ave collected in tlte some t~rnef~al~e. As a group ABC members 

collected a ten-day supply of blood in only four days. 
ABC has provided the ~omrni~ge and the audience with reprints of a commentary ~~~b~ish~d ia the 

October issue oftbe journal transfusion, Tt s~l~rnari~es our activities in the we s foliow~~g the terrorist 
attack, ABC worked crossly with gov~rnl~ental agencies, FDA officials called within hours of the attack 
to ask what was required go maintain an ~l~~~terr~~ted blood supply. The Arme ervkes Blood Program 

0) of the ~~~a~rn~nt of Defense was in ~o~t~~~~~u~~s contact to offer assistance. 
iday, September 14, the Assistant secretary for Health ~o~~ve~~ed a rne~t~~g with officials from 
rican Association of Blood Banks, the American Red Cross and government braaches 

i~~voFved in the emerge to evaluate the stat@s of the blood s~lp~~y and to provide the American ~~lb~~~ 
~v~t~~ a ~n~~~d message ut blued do~lations. We alt, agreed that the Mood s~~~~y was s~f~~~e~t to meet all 

s, and that the nation’s focus must change to ssure the lotlg-term needs uver the 
ltfo~~nately~ later that day, ARC, rejecting what we t ught was consensus, continued to 

ns, ~rorn~s~ng that excess blood would be st d itz a frozen blood reserve. 

vCJD Deferrals and the Future 
bud services in the nited States ltave changed with a single devastating event. We knew t 

Gag ~~~~~ation is wi~~j~g to donate blood in a nt of rational crisis. We saw it with the ea~l~~~ake 
~ra~~~s~o~ the Gulf War, the Oklahoma City ng and now the terrorist attack. We have 

do~~~rnen~~d that there is a. strategic blood donor reserve, ready to be rnob~~~~ed in times of ~xtraord~~a~ 
q What we don’t know is whether we can sustain such a esponse as the urgency decreases, but demand 
food increases” Our ast experience fed us to conclude t at only a smaH cocoon of ~nd~v~d~~a~s donating 

ents become regular donors. 
s do not believe that frozen blood is an effective so~~lt~on~ Frozen Hood is extremely 

e maintenance of small rare blood repositories for patients with rare red cell pbeno~es like 
~at~~nt~ with sickle cell disease and tha~assem~a. The process is too slow and cumbersome for management 
of large inventories in ~at~o~a~ emergencies. ABC agrees with Colonel Fitzpatrick from ASBFO: the best 
place to store blood is ira the donor. 

C members are working actively t ransform today’s good will and motivations to donate blood 
nabte, continuous contribution to lives of patients in need. We are investing in extensive 

market research to learn how these individuals can be persuaded to donate more often, We will launch a 
major ~ernb~r notation Initiative in a few weeks and continue it through the introduction of the vCJD 
deferrals to assure that hospitals and patients served by ABC centers have an adequate blood supply. We will 

so ~on~r~b~~t~ to HWS efforts in data colfection for monitoring the adequacy af the Mood sanely. Our il-ritial 
o~~~o~~ng system wiif be implemented in the next two weeks. 

shank you very much for the o~po~~n~~ to present our point of view. 





~e#re~ with extensive coverage of events and of administra- 
tive, sG~e~ti~,~~ and reguIatmy issues relevant to trans~s~~~ 
~~~G~~, 

Mast ~o~~unicatj~ns between AEK and its members are 
~ruugh the ~~t~~n~t, which proved critical during the crisis 
of the terrorist attacks, when telephone ~~~~u~i~ati~ns to 
New Y5rk City were ~~e~e~~ve early on. The ABC national 
43%~ was ~~~ed~ate~y evacuated sn Tuesday because of its 
~~~~~ity ta the Mfhite House, but operations were run ef- 
f~GriveryfF~rn remare sites. 

members ~es~~~ded immediately with offers ta pro- 
blaod to New York Gity trough the NYBG. ~th~ug~ 

ese e@urts were hindered by air traff~ shutd~~s and the 
clusing afroads and bridges into NewYorkCity, ~~~b~~~d 
centers faked creative ways to send blood directly to their 

er center+ ta bIocrd centers in nearby New Jersey, and to 
Wash~n~~~, DC, area. Refrigerated trucks drove hours 

ta reach the New Jersey branch of the ~~.V~~u~tee~ pilot 

groups, medical csurier services, and ~~~~ta~ airplanes re- 
ceived perraission te fly on Wednesday Early on Tuesday a 
crew of firemen-their ~~k~a~~ng emergency supplies- 
stopped &fat an ABC member center in the Midwest tc, pick 
up blood before heading east en a2-day journey ta New~~rk. 

The N’I’BC had substantial d~~~~~ties with e-mail and 
telephone systems when its Internet provider ceased qxr- 
ating after the World Trade Center collapsed. Phone hnes 
were ~ve~he~~ed by ~~tent~~ blood donors. Blood cen- 
ter sta~~e~be~s used cellular phmess, beepers, police 
escorts, and couriers to maintain blrtad services ta New 
York CityS hospitals. Internet services were reestablished 
only3 days later. 

The interruption of air traffic ereated a majur obstacle for 
the many ABC members that ship dorm samples for labo- 
ratory Screening to c&her centers. This was ~~~~~l~ly wor- 
risome for specimens used for NAT for HCV and WP$ be- 



ABC worked doseEy with gov~r~m~~ta~ agencies, FDA of& 
cials called ABC within hours of the attack to ask what was 
required to maintain an ~n~t~r~pt~d blood supply, not just 
in 3&w Yo& City and Wa~~~~~~o~~ but across the patios, 
where the need for blood did not diminish during the imme- 
diate ~rn~~g~~~y. Appropriate guidance for ~m~rg~n~y~ol- 
~~~tionswas sp~~di~ypost~d OR the FDA Internet site. 

The ~rn~d Services flood Program Office of the DOD 
was in ~o~~i~~o~s contact with the ABC national office to 
discuss blood supplies, possible donations by military per- 
sonnel, and logistical assisting. ABC maintained constant 
communication with the ~~pa~rn~nt of Health and Human 
Services @EIS), though the Office of the Assistant Secre- 

n Friday; September 14, the Assistant Sec- 
a meeting i~washin~on with officials from 
the Arneriean Red Cross IARC), and gov- 

ernment ag~~~i~s involved in the emergency, to evaluate the 
status of the blood supply At the rn~~ti~gw~r~ representa- 
tives for HHS S~~r~taryTommy Thompson aswell as repre- 
s~nta~v~s from the DOD, the CDC, the NIH, and the Off& 
of Emergency Prep~edness. S~~r~ta~T~ompso~ issued an 
a~~o~tativ~ message, ~ysuppo~~d byA.BC, that the blood 
supply was s~f~~i~nt to meet al1 anticipated short-term 
needs, and that the nation’s focus must change to ensure that 
l~~g-rg~ needs would be met over the ensuing months. WI-IS 
c~~~~~~~ to monitor supply at the hospital level on a daily 
basis. 

The media prodded superb coverage about the need for 
blooddo~ations and later about the need to schedule dona- 
tions in the coming wtxks and months to preserve a robust 
ww~gr. anded and reinforced this mes- 
sage through their long-st~di~g and collegial contacts with 
IocaI and regional media, The national office coordinated 
i~t~ra~tio~s with the national media and issuance of press 
releases. ~~rnb~r centers reached rapid consensus on the 
contents of ABC press releases in advance. Despite the di- 

vers@ ofrn~rnb~r~~~t~rs~ we spoke, and ~o~t~~~~ to speak, 
with a single voice during this crkis. 

ABC members were prodded with electronic access to 
relevant articles and bro&dcast messages being published 
around the ~ou~~~, to rnai~t~~ a high level of awarders r>f 
bo~r.to-Boer d~v~lopmgnts that might affect their critical 
role as stewards of the Ratio&s blosd supply. 

.A.BC received messages ofsupgort* condolences, and offers 
of blood from many of our friends and partners around the 
world, i~~~~di~g those in A~s~~~ia~ Brazil, Peru, Canada, 
Singapore, Mexico, ~~~~sta~, Paste, France, Portugal, 
and Holland. 

THE SUTURE 

Weeks before the attack, the US t~~s~sion ~ornrn~n~~ was 
~~~pari~g for rna~o~~~o~d stratiages associated with recom- 
mendations for the deferral of persons who lived for 3 months 
in the United Kingdom or for 5 years or more in the remain- 
der of Europe, as a pr~~a~tio~a~ measure to address the 
theoretical possibility that vC3D is tra~srni~~d by txansfcr- 
Sian. The FDA has r~~ornm~~d~d implementation of the 
expanded UK deferral policy in May 2002 and the pan-Euro- 

pean deferral policy in October 2002, It has 
that these measures will reduce the do~o~b~~ by as muck 
as 5 percent. The ABC has chosen to adopt a more restric- 
tive approach that may reduce the donor base by 8 to 9 per- 
cent. The FDA algwithm and the ARC ~~~ri~rn achieve the 
same degree of prot~~t~o~ from theoretical risk, about 930 
percent. The difference is the do~orloss.~Cm~mb~rs will 
adopt the r~~ornm~~datio~ of FDA, the organization 
charged with setting national blood safety ~~d~~~~~. 

Blood services in the W&ted States have changed with a 
single devastating event. As we suspected, &;lie pop~a~on is 
~g to donate in a rnorn~~t of national crisis. We have docu- 
mented that there is a strategic blood donor reserve, ready 
to be mobilized in times of~~raord~~~~~d.~at we don’t 
know is whether we can sustain such a response as the UP- 
gency decreases, but the demand for blood increases. ABC 
members are working actively to transform today’s goad MN 
and motivation to donate blood into a sustainable, continu- 
ous contribution to the lives of patients in need. We will launch 
a major Member Donation I~~tia~v~ in a few weeks and con- 
tinue it through the ~troduc~on of the vC]D deferrals to 
ensure that ABC sites have an adequate blood supply. 

The tragedy of S~pt~rnb~r f 1 validates the ABC model for 
Curnm~~~~o~troIl~d blood centers collaborating under a 
national umbrella to ~~~~tiv~lypro~d~ for tie bIood needs 
of patients. While we learned tbatwe can improve our caor- 
dination and preparedness for disasters, we also Iearned that 
our greatest resources-our donors and our staff-are there 
when we need them. 




